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OF MAKING THE SAME 



Mail Stop AF 
Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 22313-1450 

Sir: 

Applicant hereby requests review of the final Office Action mailed December 13, 
2005 ("Office Action") for the above-captioned application prior to filing an appeal brief for 
the reasons set forth below. Applicant submits that the Office Action fails to establish that 
the pending claims are unpatentable. A Notice of Appeal and a Petition for Extension of 
Time are filed herewith. 

I. PROSECUTION SUMMARY 

Independent claim 1 and its dependent claims 3, 4, 6-8, 11-13, and independent claim 
29 stand rejected under 35 U.S.C. § 103(a) as being unpatentable over U.S. Patent No. 
5,843,172 to Yan ("Yan") in combination with U.S. Patent No. 5,205,921 to Shirkanzadeh 
("Shirkanzadeh"). Independent claim 1 recites a method of making a stent wherein the stent 
comprises a surface formed of a porous material having a pluralilty of voids therein, to 
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release at least one biologically active agent therefrom, the method comprises forming a 
solution or suspension of the biologically active agent; placing the stent into the solution or 
suspension; placing an electrode in the solution or suspension; applying an electric current to 
the stent and the electrode; and allowing at least some of the biologically active agent to be 
loaded into the voids, wherein at least a portion of the biologically active agent is releasable 
from the stent upon insertion into the body. Independent claim 29 similarly recites a method 
of making a stent wherein the sidewall has a surface adapted for exposure to body tissue of 
the patient. In short, in the present invention, the voids of a porous material are loaded with a 
biologically active agent using an electrode, in which the biologically active agent is 
releasable upon insertion of the stent into the body. 

II. FAILURE TO ESTABLISH A PRIMA FACIE CASE OF OBVIOUSNESS 

A prima facie case of obviousness has not been made with regard to independent 
claims 1, its dependent claims, and independent claim 29 because the Examiner failed to 
show that the cited references, namely Yan and Shirkanzadeh, either alone or together, teach 
or suggest the present invention. Furthermore, the Examiner failed to show any suggestion or 
motivation to combine the cited references. 

Yan discloses a metallic stent for a human vessel having pores therein which are 
loaded with a medication. After the stent is implanted, the medication is released from the 
stent. {See abstract). However, as the Examiner acknowleged, Yan does not teach a method 
of using an electrode for depositing its releasable medication into the pores of its stent 
(Office Action at page 2). 

Shirkanzadeh does not remedy the deficiencies of Yan. In particular, Shirkanzadeh 
does not teach a method of using an electrode for depositing into the pores of a medical 
device a biologically active agent that is releasable upon implantation of the device. Instead, 
Shirkanzadeh provides a process for using an electrode for depositing a bioactive agent to 
form an adherent film onto its prosthesis. The adherent film is not releasable from the 
prosthesis after implantation but adheres to the prosthesis for promoting bone growth. 
Specifically, Shirkanzadeh teaches that the adherent film improves the effectiveness and 
biocompatibility of the prosthesis by stimulating bone in-growth or by even bonding 
chemically to the bone structure even after implantation or insertion of the prosthesis (col. 1, 
lines 15-19; col. 3, lines 35-39). If the coating in Shirkanzadeh were releasable, it would 
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undermine the purpose of stimulating bone growth and chemically bonding to the bone 
structure after implantation. 

Applicant further submits that even if the combination of Yan and Shirkanzadeh 
discloses the present invention, which it does not, these two references do not provide 
motivation to combine their respective teachings. Prior to combining references, the law 
requires that there must be some suggestion or motivation in the references themselves to 
modify or combine the teachings of the references. That knowledge cannot come from the 
applicant's invention or application. In re Oetiker, 977 F.2d 1443, 1448 (Fed. Cir. 1992). 
First, Yan and Shirkanzadeh each teaches medical devices designed for very different 
purposes. Yan teaches an intravascular device, such as a stent (col. 1, lines 7-10), which is 
used for a human vessel or soft tissue. On the other hand, Shirkanzadeh discloses prosthetic 
devices for use with hard tissue, such as an orthopedic prosthesis, artificial teeth (col. 1, lines 
14-16), and knee or hip replacement prostheses (col. 2, line 20). Thus, one skilled in the art 
would not be motivated to combine Shirkanzadeh and Yan because each relates to a medical 
device that is used in significantly different tissue types, i.e., soft tissue versus hard tissue. 

Second, there is no motivation to combine the teachings of Yan and Shirkanzadeh 
since each of these references discloses medical devices having a medication or bioactive 
agent that serves a different purpose or achieves a different result when such medical devices 
are inserted or implanted. Yan teaches that the medication of its stent is releasable upon 
implantation. In contrast, Shirkanzadeh teaches a method of forming an orthopedic device in 
which a bioactive agent is adherently disposed on the prosthesis and is not releasable from 
the prosthesis after implantation. Since these two references teach that the medication or 
bioactive agent in their respective medical devices have different purposes and achieves 
different results when each device is implanted or inserted, i.e. in one the medication is 
released from the device after implantation, while in the other the medication adheres to the 
device after implantation, the skilled artisan would not be motivated to combine the teachings 
of Yan and Shirkanzadeh. Such conflicting teachings cannot reasonably be viewed as 
suggesting their combination. Karsten Manufacturing Corp. v. Cleveland Golf Co., 242 F.3d 
1376, 58 USPQ2d 1286 (Fed. Cir. 2001). 

Furthermore, there is no reasonable expectation of success that Shirkanzadeh 5 s 
method of making an adherent coating would result in a releasable coating of the present 
invention. In fact, by teaching that its method leads to an orthopedic device in which the 
active agent is not released from the device after implantation, Shirkanzadeh teaches away 

3 

NYJD: 1617544.2 



from the claimed invention in which the biologically active agent is released from the voids 
after implantation or insertion of the stent. A prior art reference must be considered in its 
entirety, i.e., as a whole, including portions that would teach away from the claimed 
invention. W.L. Gore & Associates, Inc. v. Garlock, Inc., 721 F.2d 1540, 220 USPQ 303 
(Fed. Cir. 1983), cert, denied, 469 U.S. 851 (1984). Here, the Examiner failed to consider 
Shirkanzadeh in its entirety and thereby ignored those portions of the reference that argued 
against obviousness and erroneously combined Yan and Shirkanzadeh. 

The Examiner stated on page 5 of the Office Action and in the Advisory Action dated 
March 15, 2006, that the coatings of Yan are adherent prior to implantation and suggests that 
this provides the motivation to combine. The Examiner does not point to those parts of Yan 
that show that the coating of Yan is allegedly described as "adherent". Nevertheless, for 
argument's sake, assuming Yan teaches an adherent coating before implantation, since Yan 
teaches that the bioactive agent in its stent is releasable when or after the stent is implanted 
and Shirkanzadeh teaches that the bioactive agent of its device is not releasable after 
implantation, Examiner's assertion that Yan's coating is adherent before implantation is 
irrelevant and also fails to establish that there is any motivation to combine the teachings of 
Yan and Skirkanzadeh. 

On pages 4-5 of the Office Action, the Examiner stated that there is motivation to 
combine Yan and Skirkanzadeh since "all coatings are releasable (able to be released), 
including 'at least some' of otherwise adherent coatings." The Examiner reiterates this point 
in the Advisory Action. However, the Examiner does not point to any support that all 
coatings, including those of Skirkanzadeh, would be releasable. To the extent that this 
assertion is based on facts within the Examiner's personal knowledge, the Examiner has not 
provided an affidavit pursuant to the provisions of 37 C.F.R. § 1.104(d)(2) and simply restate 
in the Advisory Action that it is well-known that under certain circumstances, all coatings can 
be released to some degree. Applicant submits that the showing of a motivation to combine 
must be clear and particular, and it must be supported by actual evidence. Teleflex, Inc. v. 
Ficosa North American Corp., 299 F.3d 1313, 63 USPQ2d 1374 (Fed. Cir. 2002), citing, In 
re Dembiczak, 175 F.3d 994, 50 USPQ2d 1614, 1617 (Fed. Cir. 1999). 

For at least the above reasons, Applicant submits that independent claims 1 and 29 are 
in condition for allowance. As claims 3, 4, 6-8, 11-13 depend from independent claim 1, 
Applicant submits these claims are likewise in condition for allowance. 
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No fee is believed due for the Pre- Appeal Brief Request for Review. Should any fee 
be required, please charge such fee to Jones Day Account No. 50-3013. 



Respectfully submitted, 



Date: June 5, 2006 
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